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From Weniger, Bruce
Sent: 22 February, 2000 20:54

To: Ake, Julie (AAP); Allen, Jim (Texas D of H); Baker, Barbara (VISI);
Bayl or, Norman; Butler-Glliera, Gna (SB); Carvell, Del (G); Carvell,
Del bert; Chaitkin, Karen N. (FDA); dover, Richard D. (KY); D ckson

C ndy (Merck); Donlon, Jerone; Dunont, Don (OR); Ellenberg, Susan;
Evans, Geoffrey; Filipski, Ron (PMC); Fitzgeral d-Soapes, Jan; G| bert,
Tom (BMC. org); Hal sey, Neal (JHU); Hart, Patricia L. (Prom na); Hi nnman,
Al an (TaskForce); Jones, Dennis D. (GA); Keith, Stephen (NA Vaccine);
Ki rshner, Cel este (AMA Coding); Kropas, John (W.V Weth); Krueger
Carol; Ledbetter, Edgar (AAP); Leininger, Elizabeth (Chiron); Levin,
James E. (UMN. edu); Long, Cyndee (Weth/WV); Mher, Katie (Merck);
Maher, Lugene (Weth); MHugh, Yvonne (Chiron); MKenna, Sharon (GA);
McKenney, Tom (Chiron); MIler, John M (MSMS. org); Morgan, Andrew
(Medeva); Ramirez, Jeff (VA); Rosofsky, Robert (MA); Salive, Marce
(FDA); Schaffner, WIlliam (Vanderblt); Seeley, Jeff (Merck); Segal
Ellie (Chiron); Snmith, Dinny (TX Dept. H1th); Stevens, Kinberlee (WV);
Terwi I liger, John (UCC); Trautnmann, Gene (TX Dof H); Watson, WIIiam
(TFCS); WIld, Ellen; Wnsnes, Randi (Norw Med Contr Auth); Wod, Karen
(Promna); Zimmerman, Richard K. (U Pitt); Abernathy, Susan; Chen, Bob
Ganez, Julie; Patel, Bindi; Rashidee, Ai; \Wniger, Bruce

Cc: Broom W Illiam Cordero, Jose; Destefano, Frank; Egan, WIIliam (FDA
CBER); Haber, Penina; Hi bbs, Beth; Hurley, Hope (AAP); Kranmarz, Piotr;
Li nki ns, Rob; Livengood, John; Mootrey, Gna; Myers, Martin; Nichols,

Bill; Orenstein, Walt; Pool, Vitali; Rodewal d, Lance; Schwart z,
Benj ami n; Sepe, Stephen; Snyder, Bob; Vernon, Thonas (Merck)
Subj ect: VISI conference call; progress update

Dear VISI work group nenber,

After a too-long hiatus, we are pleased now to
schedul e a conference call, and to brief you on the
progress to date and status of the various conponents
of the Vaccine ldentification Standards Initiative
(M sl).

As increasing attention is paid to nonitoring
the safety of vaccines, the goals of VISI to inprove
t he accuracy and conveni ence of transferring
identifying information fromvaccine vial into nedica
record are receiving nuch attention. For exanple,
VI SI was di scussed proninently at the recent
i nternational synposium on conbination vaccines in
Bet hesda, MD

We need to poll your preferences for the timng of
the next VISl working group conference call. W
have arbitrarily selected three possible tineslots.
W request you reply to Bindi Patel <bpatel @dc. gov>

i ndicating each as "preferred", "OK', or "unavail abl e":
Tues 14 March: 10: 0O0am - 11: 00+ am EST
Wed 15 Mar ch: 4:00pm - 5:00+ pm EST

Fri 17 March: 12:00noon - 1:00+ pm EST
We will select the tineslot that naxi m zes

partici pation, recognizing that it is virtually
i npossible to find any one tine that would satisfy the
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busy schedul es of the many people on the VISI working
group. If you are unable to participate, please try
to identify (an)other person(s) to provide your and
your organi zation's input.

Bel ow pl ease find the progress report. Please
note that VISI is not yet prepared for the public
di ssem nati on and comrent phase of the initiative.

THEREFORE, PLEASE DO NOT Cl RCULATE OUTSI DE
YOUR ORGANI ZATI ON THE " UNLI STED" WEB ADDRESSES
AND OTHER VI SI COVPONENTS BELOW Pl ease ensure
your organi zation's addressees for interna
circulation are aware of this request, and channe
t hrough you their feedback about VIS

Thank you.
Bruce

Assi stant Chief for Vaccine Devel opnent
Vacci ne Safety and Devel opnent Branch
Nat i onal | mruni zation Program

Centers for Disease Control and Prevention

Postal Mail: 1600 difton Road (E-61)
Atlanta, Georgia 30333 USA
Couri ers: 12 Corporate Boul evard

Atlanta, Georgia 30329 USA
Tel: [+1] 404-639-8779
Fax: [+1] 404-639-8834
bweni ger @dc. gov

--------------- VISl UPDATE --=----ccemmmmcnn-

FORMAL NARRATI VE TEXT FOR VI SI PROVULGATI ON

NATI ONAL DRUG CODE (NDC) VACCI NE DATABASE

VACCI NE FACTS | NFORVATI ON SI DEBAR

BARCODI NG OF SECONDARY PACKAG NG

BARCODED PEEL- OFF STI CKERS ON VI ALS

UNI FORM VACCI NE ADM NI STRATI ON RECORD ( UVAR) FORM
UNI FORM VACCI NE AND MANUFACTURER ABBREVI ATl ONS

NoohsrwhE

1. FORMAL NARRATI VE TEXT FOR VI SI PROVULGATI ON

1.1 This overarching narrative text will contain

t he background, rationale, nethodol ogy, principles,
and detail of all the VISI conponents, references, and
background tabl es.

1.2 TO BE DONE: (1) Such a docunent renmains to be
drafted for working group review, dissemnation

for public comrent, receipt, review and tabul ati on

of such conmment, formatting, editing, and final
publication. (2) Personnel and/or contracting resources
need to be identified to conplete various editorial,

dat abase, webrastering, graphics, and rel ated tasks,
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htt p:

and to shephered VISI through public coment and fina
publ i cation stages.

2. NATI ONAL DRUG CODE (NDC) VACCI NE DATABASE

2.1 VI SI proposes to use the National Drug Code as
t he uni que nunber to identify vaccines for barcoding
purposes. The NDC is a 10-digit nunber that appears
on every pharmaceutical vial ("1° packagi ng") and box
("2° packaging") distributed in the United States.

See:

/I www. uc-counci |l .org/focus_by industry/fi_primary_information_request.

One vaccine type froma particul ar manufacturer nay have
mul ti pl e NDCs because its final 1l-or-2-digit string
indicates its packaging type (e.g., single-dose vial,

mul ti-dose vial, 10-pack of single-dose vials, prefilled
syringes, etc.)

2.2 The main obstacle to the use of the NDC within
the scope of the VISI is that there has been no
authoritative, universally-accessible, free-of-charge,
easy-to-use, up-to-date, user-friendly database |inking
NDC nunbers to the correspondi ng manufacturer, product
identity and other information (and vice versa). Such a
dat abase woul d be hel pful for devel opers of software
prograns for nedical practice record-keeping and

i mruni zation registries, which require "I ookup tabl es"
whi ch convert NDC nunbers received from bar code
scanners into their plain-English identities.

2.3 To neet this need, VISI has produced a pilot NDC
Vacci ne Database (credit and thanks go to Bindi Patel and
Suzy Feikema for this effort). Athough it remains to be
determi ned whi ch organi zational unit or agency woul d
assunme long-termresponsibility for mai ntenance of this
resource, CDC NIP's Vaccine Safety and Devel opnent

Branch (VSDB) is currently serving this role.

2.4 The pilot VISI NDC Vacci ne Dat abase is | ocated
at <http://ww. cdc. gov/nip/visi/ndcsearch/ ndcsearch. ht n»
[Note: the latest fornat and database will not be

upl oaded until the evening of 23-Feb-2000.] Eventually
the current source database will be downl oadabl e via the
web in its native format (MS Access '97).

2.5 These engi ne-search sunmary and web-page formats
are still being fine-tuned. W are sure there exist
errors of omi ssion and conmi ssion in the data.

Manuf acturers are urged to report any product-specific
errors or omssion at any time to Bindi <bpatel @dc. gov>.

2.6 TO BE DONE: (1) Database needs corrections

and additions by manufacturers. (2) Database needs
reformatting of search sunmaries and out put pages.
(3) This project needs designation of unit/agency to
assune | ong-term nmai nt enance and public availability
of this and nore conprehensive rel ated vacci ne

dat abases, and their potential conversion to nore
sophi sti cat ed dat abase systens for web-based access.
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3.  VACCI NE FACTS | NFORVATI ON SI DEBAR

3.1 VI SI recogni zes that any change to be effected in
t he packagi ng and | abelling of every vaccine product will
require regulatory interaction between the manufacturer
and the FDA. Wth that given, VISI proposes a section of
t he secondary packagi ng (cardboard box) of vaccines be
used for a "sidebar" to contain "VACCINE FACTS'. This
woul d be anal ogous to the "NUTRI TI ON FACTS" si debar
mandated by FDA for all retail food packages in the United

States. |f necessary, the Vaccine Facts sidebar could run
over an edge to occupy adjacent faces of typical 6-sided
packagi ng.

3.2 The information to be included in a standardi zed

| ayout and format would be (1) full generic vacci ne nane,
(2) brandnane, (3) vaccine type code (abbreviation), (4)
manuf act urer code (abbreviation), (5) NDC nunber, (6)
expiration date, (7) |ot nunber, (8) volune and packagi ng,
(9) nunber of doses, (10) refrigeration and handling

requi rements and warnings, (11) any preservatives or

al l ergenic ingredients, (12) dosing volune and route, (13)
full nanme of distributor and contact tel ephone nunber, and
(14) full nane of manufacturer. Here is an early prototype
Vacci ne Facts sidebar that now needs updating of the
vacci ne abbreviati on used and nmanuf acturer name:
<http://ww. cdc. gov/ ni p/ vi si/ prototypes/draft prototypevacci nefacts. ht np.

3.3 TO BE DONE: (1) Wbrking group needs to deci de whet her
space should be saved within the Vaccine Facts sidebar for
"online printing" at the time of filling of the | ot nunber
and expiration date, or whether such printing should be | ocated
el sewhere on the box. (2) The existing sanple sidebar nust
be updated. (3) Additional sanples illustrating different
types of information included in the sidebar need to be
prepared for conplicated vaccines from other major vaccine
manuf acturers in the U S. (4) The draft narrative
specifying the format for the Vaccine Facts | abelling nust

be witten to mimc the FDA | anguage in 21 CFR 101. 9(d)

whi ch sets forth the standards for the Nutrition Facts
sidebars. See: <http://vmcfsan.fda.gov/~dns/flg-5-1.htmn >,

4. BARCCODI NG OF SECONDARY PACKAG NG

4.1 VISI will propose that all secondary vaccine

packagi ng (cardboard box) include a full-size barcode (x-

dimension >=# nmils) enbedding (1) the NDC, (2) the

expiration date, and (3) the | ot nunber, according to

UCC- EAN- 128 standards for small pharnmaceutical packages:

<http://ww. uc-council.org/focus_ by industry/fi_data_el enent_requirenents. htm >.
Thi s barcode shoul d be capabl e of being read by the | east

expensi ve scanni ng hardware that a physician's office m ght

al ready use.

4.2 TO BE DONE: (1) A nmininmumresolution nust be
proposed for the x-di nension of the barcode which
determining its "laser legibility", based on trading off
size and conpatibility with existing, |owpriced scanners.
(2) The VISI narrative | anguage specifying these barcode
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standards remains to be drafted.

5. BARCODED PEEL- OFF STI CKERS ON VI ALS

5.1 VISI will propose that 2 (duplicate) or 3
(triplicate) peel-off, pressure-sensitive, adhesive
stickers be affixed in sonme way to the vials (primary
packagi ng) of each vaccine for each dose contained therein.
One sticker would be used for the patient's permanent paper
medi cal record (if any, see UWAR form below). Another
could be placed into a patient's take-hone inmunization
"passport” booklet. A third could be applied to a form
(not created by VISI) to be mailed to i mmunization
registries.

5.2 The adhesive on these stickers should be designed for
per manent adherence once placed on the nedical record

and a short grace period for repositioning expires. How
these stickers mght be affixed to the vials, and the nature
of the adhesive and its performance characteristics are
matters to be left by VISI to individual manufacturers and
the FDA. Technol ogy exists for the use of nultiple peel-off
| abel s superinposed one above another (as pioneered in Sweden
for vaccine vials). Oher stanp-dispenser type devices for
attachnment to nulti-dose vials have al so been invented, e.g.
<http://ww. patents.ibm com detail s?pn=US05692640>.

5.3 Because of space |limtations, VISI will specify

that these peel-off stickers contain an RSS Linited

Conposite™or an RSS-14 Stacked Conposite™"reduced

space synbol ogy" barcode containing the sane

nunerical data as the full-size barcode for the

secondary packagi ng. See:

<htt p: // ww. ai ngl obal . or g/ st andar ds/ synbi nf o/ conposi t e_over vi ew. ht e,
<htt p://ww. uc-council.org/ news/ ne_p051998. ht m >,

<http://ww. ean-ucc. org/id _space_constrai ned_identific.htnp,
<http://ww. ean-ucc. org/id_heal t hcare. ht np.

5.4 The RSS™standards remain in |late draft
status by UCC work groups and committees

<http://ww. ean-ucc.org/id tech. groups. htne
determ ni ng whether the conpressed 2-di nensi ona

upper conponent of the barcode may be non-aligned
with the conventional |ower 1-dinensional conponent
in order to pernmit "online printing" of |ot nunber
and expiration after the NDC data has been preprinted

on a small label. Their final and formal promrul gation
will be incorporated by reference into the VISl
5.5 It is expected that reading such mniaturized

bar codes may require nore sophisticated and expensive

| aser or inmaging scanners that would be appropriate for
i muni zation registries, but not necessary for
physician's offices. |Instead, conputerized clinics
with sinpler scanners can scan the larger traditional
barcode on the vacci ne box.

5.6 In addition to the RSS barcode, each peel -off

sticker (and any underlying |abel remaining on the vial)
woul d contain in plain English text in a type size of at
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| east 6 points (or higher as mandated by FDA): (1) the
representation in arabic nunerals of the nunber string
represented in the barcode (as required by UCC EAN
standards), (2) the bol df aced standardi zed abbrevi ation
for the vaccine type (see below), (3) the standardized
abbreviation for the vacci ne nanufacturer (see bel ow),
(4) the conmmercial brand nane of the vaccine, (5) the
NDC nunber, (6) the |ot nunmber (or the "pick" number for
vacci nes conbi ned by the vaccinator from separate |ots of
di fferent vaccines), and (7) the expiration date.

5.7 In addition, and space permtting, these peel-off
and permanent | abels of the vaccine vial may contain

(1) the full official generic name of the vaccine,

(2) the full name of the nmanufacturer and/or distributor,
(3) logos or graphic enbellishnments, and any ot her

i nformati on desired by the manufacturer and approved by

t he FDA.

5.8 A maxi mum si ze (width and height) for these peel-off

| abels will be specified by VISI based on conpatibility with
the Universal Vaccine Adninistration Record (UVAR) form
(see below). However, no mninmmsize will be specified,
and this issue shall be left up to the manufacturer and FDA

5.9 TO BE DONE: (1) VISI nust decide whether to recomend
duplicate or triplicate stickers for each dose of vaccine
(or leave triplicates to nmarket forces), and whether a

per manent | abel should remain on the vial after all peel-off
stickers are renoved. (2) VISI nust set the mnimum

x-di mensi on of reduced size barcode for legibility, and

t he maxi mum wi dth and hei ght of a peel-off sticker.

(3) Text nust be drafted to adopt by reference the RSS
conposi te™barcodi ng and | abel li ng standards.

(4) The layout for the information on the stickers should
be proposed. (5) New prototype sanpl es of secondary-
packagi ng barcodes and pri mary-packagi ng stickers
illustrating these standards nust be prepared for
representative products from maj or manufacturers. (6)
Funds nust be identified for CDC to procure for VI SI

new printing software for barcode sanples, and new

| aser and i mage scanni ng hardware to test them (~$1, 200).

6. UNI FORM VACCI NE ADM NI STRATI ON RECORD ( UVAR) FORM

6.1 In nmedical practices that do not have barcode scanni ng
systens to transfer vaccine identity into electronic patient
records, a Uniform Vaccine Adm nistration Record (UVAR)
formis proposed by VIS

<http://ww. cdc. gov/ ni p/ vi si/ prot ot ypes/ UVARf or m pdf >

This formwoul d accept either peel-off stickers fromthe
vaccine vial, as well as pen or pencil entry of vaccine
identifying information if stickers are |ost or unavail abl e.
The formcoul d serve as the provider's permanent, | egal

medi cal record of the vaccination. Different forns

m ght be devel oped to receive the triplicate peel-off
stickers and be nailed to i mmunization registries (the
design of such forns is not within the scope of VISI).

6.2 STATUS. (1) The WWAR form needs updating of nanufacturer
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nanes. (2) May need inmproved | ayout, style, and formatting.

7.  UNI FORM VACCI NE AND MANUFACTURER ABBREVI ATl ONS

7.1 Uni form standard abbreviations for vaccine types and
manuf act urer abbreviations are proposed. One purpose is to
mninze msinterpretation of ad hoc designations used in
medi cal records, which nay |ead to erroneous concl usions

as to the actual vaccine type and brand adninistered to

a patient. Another advantage is to permt very small

peel -of f sticker labels to avoid the need for the ful
generic nanes of very large conbi nati on vacci nes.

7.2 Draft prototypes of these two sets of abbreviations
are avail able for working group review at:

<htt p://ww. cdc. gov/ ni p/ vi si/ prot ot ypes/ vaxabbrev. ht n»

and

<http://ww. cdc. gov/ ni p/ vi si/ prot otypes/ nf gnanes. ht n»

7.3 STATUS: (1) Wbrking group needs to consider dropping
t he discussion of "MX codes" fromthe nanufacturer
abbreviation table, and/or the discussion and righthand
colums of "HL7 codes" fromthe vacci ne abbreviation
table. These may be of interest only to a very linited
audi ence involved in el ectronic comuni cati ons anong

i muni zation registries. (2) The working group should
consi der the pros and cons of obtaining AMA perm ssion

to add to the vaccine abbreviation table a colum of CPT
codes for those vacci nes assi gned one.

#HH
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